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QUARTERLY CALL AGENDA – HRPPs 

• Welcome & Reminders
• Tracking Letters of Indemnification (LOIs) 
• Exporting the Status Summary Tab
• Managing FWAs Sites Engaged on a Study
• Updated Resources 



Reminders from the Last Call



IN CASE YOU MISSED IT…

• Catch IREx improvements as they are released
• Check out the IREx Feature Release Log
• Read our monthly IREx Newsletter

• New to IREx or need a refresher? Join a training!
• Reviewing IRB trainings – setting up your study in IREx
• Relying HRPP trainings – using IREx to document reliance/ local considerations  
• Lead Study Teams/Coordination Centers – using IREx to support your sIRB study
• Can’t make the monthly trainings? Request a demo for your team

https://www.irbexchange.org/p/feature-release-log/
https://www.irbexchange.org/p/newsletters/
https://attendee.gototraining.com/rt/2229817661814758146
https://attendee.gototraining.com/rt/3153062182495498242
https://attendee.gototraining.com/rt/4406302028509029890
https://redcap.vanderbilt.edu/surveys/?s=H8XMMD7KTX


Tracking Letters of 
Indemnification (LOIs) 



TRACKING LETTERS OF 
INDEMNIFICATION (LOIs) 
• Some institutions require an LOI given that SMART IRB is silent on 

indemnification
• IREx will allow for tracking of institutional-level LOIs

• Cannot have different LOIs for different studies

• Internal and External LOI tracking
• Sites who have signed your LOI
• External LOIs you signed

Available now in IREx!



TRACKING LETTERS OF 
INDEMNIFICATION (LOIs) 

Available now in IREx!

No memorization needed-
LOI Quick Guide available 

on the resources page

https://www.irbexchange.org/p/wp-content/uploads/2019/02/IREx_LOITracking_QuickGuide_20190220.pdf


Step 1: Add the LOI your institution requires when serving 
as the Reviewing IRB

TRACKING LETTERS OF 
INDEMNIFICATION (LOIs) 

Available now in IREx!

-OR-



Step 1: Add the LOI your institution requires when serving 
as the Reviewing IRB

TRACKING LETTERS OF 
INDEMNIFICATION (LOIs) 

The name you provide 
will be listed on the 

Official Notification of 
Reliance letter when a 
site indicates reliance.

A copy of the LOI 
template will be 
provided to sites 

that need to sign it. 

Available now in IREx!



• Search and enter manually 
OR

• Add sites to your study
• PSites added to a study that requires 

an LOI will be added to your list

TRACKING LETTERS OF 
INDEMNIFICATION (LOIs) 

Available now in IREx!

Step 2: List sites that need to sign your LOI



For each site, you can enter:
• Site name
• “Date Sent” LOI to site
• “Date Executed” LOI with site
• Upload executed LOI document
• Add notes about 

correspondence

TRACKING LETTERS OF 
INDEMNIFICATION (LOIs) 

Available now in IREx!

Step 3: Track your institution’s LOI : Updating LOI status



OTRACKING LETTERS OF 
INDEMNIFICATION (LOIs) 

Available now in IREx!

Step 3: Track your institution’s LOI : Updating LOI status



Step 4: Track the LOIs you have executed with other institutions

TRACKING LETTERS OF 
INDEMNIFICATION (LOIs) 

Available now in IREx!



TRACKING LETTERS OF 
INDEMNIFICATION (LOIs) 

Turning LOI tracking on for a study (Reviewing IRBs)

Available now in IREx!



TRACKING LETTERS OF 
INDEMNIFICATION (LOIs) 

Available now in IREx!

Completing Agreements for a study (Relying HRPPs)

Note:

• Must complete 
agreements to indicate 
reliance

• Can begin documenting 
local considerations 
while working on 
agreements



Export Status Summary Tab



EXPORT THE STATUS SUMMARY TAB

AVAILABLE IN IREX NOW!

Reviewing IRBs and 
IREx Study Managers 

can generate a CSV 
download of the status 

summary tab 



EXPORT STATUS SUMMARY TAB

AVAILABLE IN IREX NOW!

• The Status Summary Tab download includes:
• Site name 
• FWA holder name
• FWA number
• Agreement status 

• SMART IRB, LOI, IREx Access
• Reliance Decision Status

• Dates Contacted, Started, and Completed
• Local Considerations Completion (if applicable)

• Date IP Confirmed
• Date HRP Survey Completed
• Date PI Survey Completed and Validated by HRPP

• Approval Status for the current version



Managing FWA Sites Engaged 



MANAGING FWA SITES ENGAGED 
FOR A STUDY
• Correctly identifying which sites are engaged for a study can be 

difficult
• Eg: 

• Component sites under the same FWA 
• Separate FWA institutions that share an IRB
• Study teams that engage multiple FWAs institutions 
• PIs with dual appointments

• Currently no easy way to do this in IREx
• Coming soon: Relying Institutions will have the ability to indicate which 

FWA sites are engaged for a study



MANAGING FWA SITES ENGAGED 
FOR A STUDY
What can I do now?
1) Ensure the correct FWA number is listed in your Institutional Profile

AVAILABLE IN IREX NOW!



MANAGING FWA SITES ENGAGED 
FOR A STUDY

AVAILABLE IN IREX NOW!

What can I do now?
2) Ensure the correct component sites are listed in IREx

Click x to remove 
site from the list

Click to view the 
studies this 

component site 
is listed on

Enter name and 
click + to add a 
component site 

to the list

Click Save to save 
changes

Note: You may have 
components listed. We pulled 

in components from OHRP



MANAGING FWA SITES ENGAGED 
FOR A STUDY
Why should I list my component 
sites?
+ Delineate where research is happening
+ Allows for multiple, separate study 

teams to be engaged on the same study
+ Coming soon: indicate which sites are 

engaged in research for a study

Note: Component sites DO NOT have liaisons or 
Institutional Profiles. The FWA site’s liaisons 

perform all actions in IREx for their components 
sites (e.g., ceding review, providing local 

considerations)

AVAILABLE IN IREX NOW!

FWA Component

FWA Holder



IREx Resources Update



Updates: New Video Tutorials
IREX QUICK GUIDES
https://www.irbexchange.org/p/resources/

Title Target Audience

Using IREx as the Reviewing IRB Reviewing HRPPs

Using IREx as the Participating Site HRPP Participating Site HRPPs

Using IREx as a Multi-Site Liaison • Participating Site HRPPs
• Reviewing IRBs 

Completing the Institutional Profile • Participating Site HRPPs
• Reviewing IRBs 

**NEW** Adding & Removing FWA Component Sites in IREx • Participating site HRPPs
• Reviewing IRBs 

Adding & Removing Study Team Members from a Study in IREx
• Coordinating Center Staff or Lead Study Teams 
• Participating site study teams
• Participating site HRPPs

Adding & Removing HRPP/IRB Staff in IREx • Participating site HRPPs
• Reviewing IRBs 

Adding & Removing Participating Site Access to Studies in IREx • Reviewing IRBs 
• Coordinating Center Staff or Lead Study Teams 

Capturing Local Considerations in IREx • Participating Site HRPPs
• Reviewing IRBs 

**NEW** Using IREx to Track Letters of Indemnification (LOIs) • Participating Site HRPPs
• Reviewing IRBs 

Using IREx to Fulfill SMART IRB Documentation and Notification Requirements • Participating Site HRPPs
• Reviewing IRBs 

**NEW** Adding Study-wide and Site-specific Amendments • Reviewing IRBs 
• Coordinating Center Staff or Lead Study Teams 

https://www.irbexchange.org/p/resources/


Updates: New Video Tutorials

Video Title Target Audience Length Link

How to: Register and Cede Review Participating Site HRPPs 4 mins https://www.youtube.com/watch?v=-yW-TS-z6So

What is the Study Specific Reliance Plan (SSRP)? • Participating Site HRPPs
• Reviewing IRBs 1.5 mins https://www.youtube.com/watch?v=T9FbOV6oN7U

How HRPP/ IRB Liaisons use the IRB Dashboards • Participating site HRPPs
• Reviewing IRBs 1.5 mins https://www.youtube.com/watch?v=TKy0Z9_yhf4

How to: Add/Remove Study Team Members from a study in IREx • Coordinating Center Staff or Lead Study Teams 
• Participating site study teams 2 mins https://www.youtube.com/watch?v=f_hKS8nqbb8

Using IREx as a Participating Site Study Team Participating site study teams 4 mins https://www.youtube.com/watch?v=iKjO47QsIws

What is IREx? All Users 2.5 mins https://www.youtube.com/watch?v=NV94eUBylMg

How to: Manage Participating Sites in IREx • Reviewing IRBs 
• Coordinating Center Staff or Lead Study Teams 4 mins https://www.youtube.com/watch?v=1sxprbGZN5M

IREx Features for HRPPs/ IRBs • Participating Site HRPPs
• Reviewing IRBs 4 mins https://www.youtube.com/watch?v=Xv6xLNAxKBA

IREx Features for Lead Study Teams and Coordinating Centers • Coordinating Center Staff or Lead Study Teams 
• Participating site study teams 4.5 mins https://www.youtube.com/watch?v=KoBAytIY5Cw

How to: Create a Study Reviewing IRBs 6 mins https://www.youtube.com/watch?v=xIi8YXgDlN4

How to: Add Study-wide and Site-specific Amendments • Reviewing IRBs 
• Coordinating Center Staff or Lead Study Teams 9 mins https://www.youtube.com/watch?v=vIrEUIV-BMY&t=2s

IREX VIDEOS ON YOUTUBE
https://www.youtube.com/channel/UCVXKpNczhlPcsQRwF7oWcwA/videos

https://www.youtube.com/watch?v=-yW-TS-z6So
https://www.youtube.com/watch?v=T9FbOV6oN7U
https://www.youtube.com/watch?v=TKy0Z9_yhf4
https://www.youtube.com/watch?v=f_hKS8nqbb8
https://www.youtube.com/watch?v=iKjO47QsIws
https://www.youtube.com/watch?v=NV94eUBylMg
https://www.youtube.com/watch?v=1sxprbGZN5M
https://www.youtube.com/watch?v=Xv6xLNAxKBA
https://www.youtube.com/watch?v=KoBAytIY5Cw&t=5s
https://www.youtube.com/watch?v=xIi8YXgDlN4
https://www.youtube.com/watch?v=vIrEUIV-BMY&t=2s
https://www.youtube.com/channel/UCVXKpNczhlPcsQRwF7oWcwA/videos


Next Call
• July 19, 2019 @ 1 PM ET/10 AM PT
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